
Approvaf Date: aca 2 

FREEDOM OF INFORMATION SUMMARY 

SUPPLEMENTAL ABBREVIATED NEW ANIMAL 
DRUG APPLICATION 

ANADA 200-221 

COMPONENT TE-S, COMPONENT TE-IS, and COMPONENT TE-G 
(Trenbolone Acetate and Estradiol) 

COMPONENT TE-S with TYLAN, COMPONENT T&IS with TYLAN, 
and COMPONENT TE-G with TYLAN 

(Trenbolone Acetate and Estradiol with Tylosin) 

This supplement provides for addition to the labeling of the statements ‘A 
withdrawal period has not been established for this product in pre- 

ruminating calves. Do not use in calves to be processed for veal? to the 
warning section and “Do not use in veal calves. Effectiveness and animal 
safety in veal calves have not been established? immediately following the 

indications. 

Sponsored by: 

Ivy Laboratories 
Division of Ivy Animal Health, Inc, 
8857 Bond Street 
Overland Park, KS 66214 



FREEDOM OF INFORMATION SUMMARY 

COMPONENT TE-S, and COMPONENT TE-S with TYLAN 
Ear Implants for Steers Fed in Confinement for Slaughter 

COMPONENT TE-IS and COMPONENT TE-IS with TYLAN 
Ear Implants for Steers Fed in Confinement for Slaughter 

COMPONENT TE-G and COMPONENT TE-G with TYLAN 
Ear Implants for Pasture Cattle (Slaughter, Stocker, and Feeder Steers and Heifers) 

I. GENERAL INFORMATION: 

a. File Number: ANADA 200-22 1 

b. Sponsor: Ivy Laboratories 
Division of Ivy Animal Health, Inc. 
8857 Bond Street _ 
Overland Park, KS 66214 
Drug Labeler Code: 021641 

c. Established Names: 

d. Propriety Names: 

e. Dosage Form: 

Trenbolone Acetate and Estradiol 
Trenbolone Acetate and Estradiol with Tylosin 

COMPONENT TE-S 
COMPONENT TE-IS 
COMPONENT TE-G 
COMPONENT TE-S with TYLAN 
COMPONENT TE-IS with TYLAN 
COMPONENT TE-G with TYLAN 

Implantation (ear implant) as per 2 1 CFR 522.2477 
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f. How Supplied: COMPONENT TE-S: Each box contains 5 foil 
pouches each containing 1 ca&dge belt with 20 
cells. Each cartridge cell contains 1 implant dose. 
Each dose consists of trenbolone acetate 120 mg and 
estradiol USP 24 mg. 

COMPONENT TE-S with TYLAN: Each box 
contains 5 foil pouches each containing 1 cartridge 
belt with 20 cells. Each-cartridge cell contains 1 
implant dose. Each dose consists of trenbolone 
acetate 120 mg and estradiol USP 24 mg with 29 mg 
tylosin tartrate as a local antibacterial. 

COMPONENT TE-IS: Each box contains 5 foil 
pouches each containing 1 cartridge belt with 20 
cells. Each cartridge cell contains 1 implant dose. 
Each dose consists of trenbolone acetate 80 mg and 
estradiol USP 16 mg. 

COMPONENT TE-IS with TYLAN: Each box 
contains 5 foil pouches each containing 1 cartridge 
belt with 20 cells. Each cartridge cell contains 1 
implant dose. Each dose consists of trenbolone 
acetate 80 mg and estradiol USP 16 mg with 29 mg 
tylosin tartrate as a local antibacterial. 

COMPONENT TE-G: Each box contains 5 foil 
pouches each containing 1 cartridge belt with 20 
cells. Each cartridge cell contains 1 implant dose. 
Each dose consists of trenbolone acetate 40 mg and 
estradiol USP 8 mg. 

COMPONENT TE-G with TYLAN: Each box 
contains 5 foil pouches each containing 1 cartridge 
belt with 20 cells. Each cartridge cell contains 1 
implant dose. Each dose consists of trenbolone 
acetate 40 mg and estradiol8,USP mg with 29 mg 
tylosin tartrate as a local antibacterial. 

g. How Dispensed: OTC 
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h. Amount of Active Ingredients: COMPONENT TE-S: 
120 mg trenbolone acetate: 1 
24 mg estradiol. 

COMPONENT TE-S with TYLAN: 
120 mg trenbolone acetate. 
24 mg estradiol. 
29 mg tylosin tartrate. 

COMPONENT TE-IS: 
80 mg trenbolone acetate. 
16 mg estradiol. 

COMPONENT TE-IS with TYLAN: 
80 mg trenbolone acetate. 
16 mg estradiol. 
29 mg tylosin tartrate. 

COMPONENT TE-G: 
40 mg trenbolone acetate. 
8 mg estradiof. 

COMPONENT TE-G with TYLAN: 
40 mg trenbolune acetate. 
8 mg estradiol. 
29 mg tylosin tartrate. 

i. Route of Administration: Subcutaneous implantation on the posterior aspect of 
the middle one-third of the earby means of an 
implant gun. 

j. Species/Class: COMPONENT TE-S, COMPONENT TE-S with 
TYLAN, COMPONENT T&IS and COMPONENT 
TE-‘IS with TYLAN: Steers Fed in Confinement for 
Slaughter 

COMPONENT TE-G and COMPONENT TE-G 
with TYLAN: Pasture Cattle (Slaughter, Stocker, 
and Feeder Steers and Heifers) 
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k. Recommended Dosage: COMPONENT TE-S: One implant containing 120 
mg trenbolone acetate and 24 mg estradiol USP. 

COMPONENT TE-S with TYLAN: One implant 
containing 120 mg trenbolone acetate and 24 mg 
e&radio1 USP with 29 mg tylosin tartrate. 

COMPONENT TE-IS: One implant containing 80 
mg trenbolone acetate and 16 mg estradiol USP. 

COMPONENT TE-IS with TYLAN: One implant 
containing 80 mg trenbolone acetate and 16 mg 
estradiol USP with 29 mg tylosin tartrate. 

COMPONENT TE-G: One implant containing 40 
mg trenbolone acetate and 8 mg estradiol USP. 

COMPONENT TE-G with TYLAN: One implant 
containing 40 mg trenbolone acetate and 8 mg 
estradiol USP with 29 mg tylosin tartrate. 

1. Pharmacological Category: Steroid hormone, anti-bacterial 

m. Indications: COMPONENT T&S. COMPONENT TE-S with 
TYLAN, COMPONENT T&-IS. AND 
COMPOmNT TE-IS with TYLAN: For increased 
rate of weight gain and improved feed efficiency. 

n. Effect of Supplement: 

2. DRUG EFFECTZVENESS: 

COMPONENT TE-G AND’CGMPONENT TE-G 
with TYLAN: For increased rate of weight gain. 

This supplement provides for addition to the 
labeling of the statements “‘A, withdrawal period has 
not been established for this product in pre- 
ruminating calves. Do not use in calves to be 
processed for veal.” to the warning section and “Do 
not use in veal calves. Effectiveness and animal 
safety in veal calves have not been established.” 
immediately following the label indications. 

No new effectiveness data are required for the approval of this supplement. The products’ 
effectiveness has been established in the Freedom of Information (FOI) Summaries for the 
parent abbreviated new animal drug apphcations for COMPONENT TE-S, COMPONENT 
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TE-S with TYLAN, COMPONENT TE-IS, COMPONENT TE-IS with TYLAN, 
COMPONENT TE-G, COMPONENT TE-G with TYLAN (ANADA a022 1). 

3. TARGETANIMAL SAFETY: 

No new target animal safety data are required for the approval of this supplement. The 
products’ target animal safety has been established in the Freedom of Information (FOI) 
Summaries for the parent abbreviated new animal drug applications for COMPONENT TE-S, 
COMPONENT TE-S with TYLAN, COMPONENT TE-IS, COMPONENT TE-IS with 
TYLAN, COMPONENT TE-G, COMPONENT TE-G with TYLAN (ANADA 200221). 

4. HUMAN SAFETY: 

No new human food safety data are required for the approval of this supplement. The 
products’ human food safety has been established in the Freedom of Information (FOI) 
Summaries for the parent abbreviated new animal drug applications for COMPONENT TE-S, 
COMPONENT TE-S with TYLAN, COMPONENT TE-IS, COMPONENT TE-IS with 
TYLAN, and COMPONENT TE-G, COMPONENT TE-G with TYLAN (ANADA 200221). 

5. AGENCY CONCLUSIONS: 

The information submitted in support of this ANADA satisfy the requirements of section 5 12 
of the Federal Food, Drug, and Cosmetic Act and 2 1 CFR Part 5 14 of the implementing 
regulations providing for the addition to the labeling of the statements “A withdrawal period 
has not been established for this product in pre-ruminating calves. Do not use in calves to be 
processed for veal.” to the warning section and “Do not use in veal calves. Effectiveness and 
animal safety in veal calves have not been established.” immediately following the 
indications. The labeling is modified to conform to agency policy (69 FR 135 pages 42443- 
42444 dated July 15,2004, and 69 FR 68 page 18594 dated April 8,2004.) 

The Center for Veterinary Medicine has concluded that, for these products, adequate 
directions for use by the layperson have been provided and the produots will have over-the- 
counter (OTC) status. Label directions are accompanied by pictorial diagrams and detailed 
instruction in plain language. The drugs are not controlled substances, The products’ status 
remains OTC. The labeling is adequate for the intended use and has sufficient 
warnings/statements to prevent illegal use in veal calves. 



Freedom of Information Summary 
ANADA 200-221, Trenbolone Acetate and E&radio1 with or without Tylosin 
Page 6 

This approval does not qualify for marketing exclusivity under section 5 12(c)(2)(F)(iii) of the 
Federal Food, Drug, and Cosmetic Act. j 

Under the Center’s supplemental approval policy (2 1 CFR 5 14.106(b)(2)), this is a Category 
II change. The approval of this change is not expected to have any adverse effect on the 
safety or effectiveness of this new animal drug. Accordingly, this approval did not require a 
reevaluation of the safety and effectiveness data in the parent application. 

COMPONENT TE-S with TYLAN, COMPONENT TE-IS with TYLAN, and 
COMPONENT TE-G with TYLAN are under the following US patent number: 

U.S. Patent Number Date of Exniration 

5,874,098 May 28,2017 

6. ATTACHMENTS: 

Facsimile Labeling is attached as indicated below: 

COMPONENT TE-S Carton Label 
COMPONENT TE-S Foil Pouch (Front) 
COMPONENT TE-S Foil Pouch (Back) 
COMPONENT TE-S Package Insert 
COMPONENT TE-S with TYLAN Carton Label 
COMPONENT TE-S with TYLAN Foil Pouch (Front) 
COMPONENT TE-S with TYLAN Foil Pouch (Back) 
COMPONENT TE-S with TYLAN Package Insert 
COMPONENT TE-IS Carton Label 
COMPONENT TE-IS Foil Pouch (Front) 
COMPONENT TE-IS Foil Pouch (Back) 
COMPONENT TE-IS Package Insert 
COMPONENT TE-IS with TYLAN Carton Label 
COMPONENT TE-IS with TYLAN Foil Pouch (Front) 
COMPONENT TE-IS with TYLAN Foil Pouch (Back) 
COMPONENT TE-IS with TYLAN Package Insert 
COMPONENT TE-G Carton Label 
COMPONENT TE-G Foil Pouch (Front) 
COMPONENT TE-G Foil Pouch (Back) 
COMPONENT TE-G Package Insert 
COMPONENT TE-G with TYLAN Carton Label 
COMPONENT TE-G with TYLAN Foil Pouch (Front) 
COMPONENT TE-G with TYLAN Foil Pouch (Back) 
COMPONENT TE-G with TYLAN Package Insert 
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trenbolone acetate 120 mg and 
estradiol USP 24 mg j _, , 

FOR STEERS PEO 
IN CONFINEMENT 
FOR SLAUGHTER 

For use with the COMPONENT Oqe GunW* 
For Use In Animals Only 

._ . . , 1 

Each CARTRIDGE BELT holds 20 doses of COMPONENT ‘I%-S lrt-.plants. 
Each dose of 6 pellets contains a t~tiif’ofT2’0~mg of trenbolone acetate and 24 
mg estradtol. COMPONENT TE-S Impknts are recommended for k in stkrs 
fed in confinement for slaughter tot lNCREASED RATE OF WEIQNT GAIN 
AND IMPROVED FEED EFFICIENCY. ” ’ 

INDICATIONS FOR USE: Thii prodi%% contains trerbolone acetate and e&a- 
dial, which increases rate of weight,.ga& and improves feed efficiency in a stow-. 
retease delivery system. Do not use in veal cahq. Etfectiveneas ~cl animal 
safety in veal calves have not been g$a~blished. 

NOTE: Studies have demonstrated. ti;at the administration ot C~OMPONENT 
TE-S can result in decreased: marbling &ores when comparecf to 
nonxnplanted steers. ,. ,.:.- -( 

. 

DOSAGE: Administer 1 implant per&mat according to the followin iktructions, _. _ - 11. 
GENERAL INSTRUCTIONS: Study trio instructiofls which should be followed 
carefully at all times, avoiding short &a. Skfn tnlectlon can be avoid& by prop 
erly preparing implant site and impltier:Durhg tly season use fiy repellent on 
implant site. One designated team rnem,@r should always do the implanting. 
Cleanliness of hands and instruments is Important, at all times. I. II : 

lbeeauent bre&lna. or Not to be used In animals Intende8for st 
In dairy animals. Implant one dose - 6‘pellets (entlre con&% 

ot one cartridge cell) - in the ear subcutaneously. Any other 
site of lmplantatiin is in violatidn of Federal Law. DO NOT t 

attempt to salvage implantation site for animal feed or human food. v 
A wlthdrewal perlocl has not beenestablIshed for this product In 

pre-rumlnatlng calves. Do not use In calve4 to be procesee?t for veal. 
r I 

RESTRICTED DRUG -USE ONLY AS DIRECTED (CAUFORNIA) - 
FOR USE IN ANIMALS ONLY A NOT FOR WUMAN USE- 

KEEP OUT OF REACH OF CHILDREN , 

IMPLANTING INSTRUCTIONS: 
Loading the lmplanter 
Load the lmplanter lollowing the lnstructionk supplred with each implanter, 



Restrain the AnImai 
Speed of impfantaiion as well as safety of 
handlers is best achieved by restraining 
animal in a squeeze chute using head 
restraint. When implanting homed cattle, 
better control fs obtained with addftional 
use of nose tongs. 

Prepare the lmplaht Stte 
Scrub the back side of the ear (Implant 
site) with a piece of clean absorbent-cotton 
which has been soaked with toplcal ger- 
mlcidal solution. Follow manufa&e& _ 
directions on germidde for correct strength 
and preparation of eolution. Avoid g&k@ 
disinfectant fn animal’s eyes. - 

Where to implant _.._, *. ,. 
The full contents of one cartridge~.,oell 
should be implanted beneath the sktn on 
the backside of the mkfdle one-thitief the. 
ear as illustrated in Ihe drawing. The 
implant must not be closer to th&hecid 
than the edge of the aurioular cartilagering 
farthest from the head. The location. for., 
insertton of the needle IS a point toward the.. 
tip of the ear and at least a needb length 
away from the intended deposition bfte: 
Avoid injuring the large arteries, veinaanid 
cartilage of the ear. ,., (,- 

.~ 
insert the Needle . . . I.. 
With one hand firmly grasp the e& *&th 
the other hand insert needle point th&ii~h’ 
the skfn and eaf,e forward on Q$I$. 
plane unhl the enhre length of the ne e rs 
under the skin. ,I ._.. 

Implant the Pellets 
After inserting the needte ful& in the correct implant position, squeeze the trig- 
ger fully. As the needle is withdrawn ,from.the ear, the DonfroJlad-pressure 
plunger action properly cfepostts the implant in the needle track. Th@.pmcedure 
should prevent breakage or crushttg of pellets tf’otherwi&forceu.into oontact 
with tough fibrous-tissue undertying the skin, The lenglh’and total ctilact erea 
of a stngie dose are dedgned to permit absorption of the hormones after 
implantation to stimulate good weight garn:‘Brdken or crushed pellets may infer- 
fere with rates of gain and may lead to undesirable side effects. 

Clean the Neadla 
Clean the imptanter needle with alcohol or a properly diluted germicidal solution 
prior to implanting the next animal. 

Storage Condnwie 
Store in a refrigerator (2”“8°C; 36*- 46” F) and protect from sunlight, 
Use before the expiratfon date printed on toil pouch. 

ANADA 200-221, Approved by FDA 

Manufactured by a non-stertllzl~g procese. 

l U.S Patent No. 4,531,939 
“U.S. Patent Nos 4.762,515 &5,522,797 - Ivy Antmal Health, Inc. 

COMPONENT and COMPONENT One Gun are registered trademarks 
of Ivy Ammal Health, Inc. 

Manufaotured for VetLJfe by hy Laboraiories. 
Overland Park, KS 66214, USA 
VetLife and Ivy Laboratories are diiisrons of Ivy Antmat Health, Inc. 
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- FOR STEERS FEb IN CONFINEMENT 
FOR SLAUGHTER 

trenbolone acetat 12c). mg sind 
estradiol USP 24 mg with 
29 mg tylosin tartrate &,a local antibacterial 

For use with the COMPONENT OmQufl” 
For Use In Animals Only 1 

Each CARTRIDGE BELT holds’2Q d3se.F -df COMPONENT TQ3 implants 
for feedlot steers. Each dose of 7 pallets consists of 6 pellets containing a total 
of 120 mg of trenbolone acetate an4 3ft,mg eeradiol plus 1 pellet qqntaining 29 
mg tylosin tarttate as a local antibacterial. COMPONENT TE-S lq~plants are 
recommended for use in et&eW +d ii-l confinement for skughtsr for 
INCREASED RATE OF WEIGHTGAlht-AND IMPROVEb FEED EFFICIENCY. .+ 
INDICATIONS FOR USE: This proUUct?:dntains trenbolone‘acetate and e&ta- 
dial, which increases rate of we;ghtja[n and imprqves feed effisifency in a slow- 
release delivery system. Do not use ok?:%% kalv@s; Effectiveness and anir&i 
safety in veal calvea have not beeti e$ablishect. ‘ “. 2 
NOTE: Studies have demonstrated4hat-the administration of+C&fPONEkT* 
TE-S can result in decreased rnubling scores wften cp,mparecf, to 
non-implanted steers. 

DOSAGE: Administer 1 implant per a&%ia”&rUin!j 6 the f$lowmg instructions. 

GENERAL INSTRUCTIONS: Study lhe~~nstruotiok wtiikh ghould be‘ followed 
carefully at all times, avoiding short cuts. Skin infection can beavorded by piop 
erly preparing Implant srte and impl@er. ,During fly season use fly repellent on 
implant site. One designated team member should always UC the implanting. 
Cleanliness 01 hands and in6trumeMe ishnpoitant at all times, _ 

attempt to salvage implantation,site for animal feed or humari food. 

Ithdrawel period has,nct bekn.establlshed for thls prckct In 
mtnatlryl celves. Dc not use In calves to be proew4y.i for ve 

RESTRICTED DRUG - USE ONLY AS DIRECTED ICALIFQRNIAI - 
FOR USE IN ANIMALS ONLY - NOT FOR HtJklAk USE - I 

KEEP OUT OF RiA%H OF CHILDkEN 

IMPLANTING INSTRUCTIONS: 
Loading the lmplanter I 
Load the implantar following the instructions supplied with each implanter. 
I t I 



Restrsln the Animal 
Speed of implantation as well as safety. of 
handlers is best achieved by restraining 
animal in a squeeze chute using I head 
restraint. When implanting homed cattle,, 
better control is obtained with additional 
uw of nose tongs. 

Prspsrs the Implant SRe 
Scrub the back side of the e& (implant 
site) with a piem of clean absorbent%otto’n’ 
which hae been soaked with topic@1 ger- 
micidal solution. Follow manufab&rer’l’_ 
directions on germicide for correct strength 
end preparatiin of solution. Avdkt getting 
disinfectant in animal’s eyes. 

Where to Implant 
‘. , 

The full contents of one cartridge pll . 
should be implanted beneatb‘the &in on 
the back side of the mid&k? one-third of the 
ear as illustrated in the diawin~.“The 
implant must not be closer to ths”hBRd-’ 
than the edge of the auricular cartilage rmg 
farthest from the head. The .loc&&ii foi”” 
insertton of the nee$ile is a po@ t&v&d the, 
tip of the 6ar and af least a n+r$e ii%@h ’ 
away from the intended depositiori’$ie:‘, 
Avoid injuring the large arteries, vBins.and 
cartilage of the ear. 

Insert the Needle 
With one hand firmiy grasp thp ear.,,With 
the other hand insert need& point through 
the sktn and ease forward 6n a lateral 
plane until the entire length of the nwle is 
under the skin. 

Implant the Pellets 
‘2. . . . . 

After inserting the needle fully in th&orrect implant position, squaeze the trig- 
ger fully. As the needle is withdrawn fmm fhe e&r, the controlled-pressure 
plunger action property deposits the, lmpl~t in.the needle track. Th@ procedure 
should prevent breakage or crushing of pqllets if otherwise forced into contact 
with tough fibrous-tissue undertying !Qe @n. The length and total coptact area 
of a single dose are designed to per& absorpiion of the horn&s after 
implantation to stimulate good weight gain. Broken or crushed petlets~may inter- 
fere with rates of gain. 

Clean the Needle 
Clean the implanter needle withalcohol or a properly dttuted germicidal &ution 
prior to implanting the next animal. 

Storage Condltlons 
Store in a refrigerator (2”-8°C; 36” to 46” F) ahd protect fl’cim sunlight. 
Use before the expiration date printed on foil pouch. 

ANADA 200-221 
Menufadured by a non-eterllfrlng process. 

‘U.S. Patent NO. 4,531,938 
‘“U.S. Patent Nos. 4,752,515 &5,522,797- Ivy Animal Health, Inc. 
COMPONENT TE-S with Dylan Is CovemU by U.S. Patent No. 5,874,&x? 

COMPONENT and COMPONENT One Gun are registered trademarks of Ivy 
Animal Health, Inc. 
Tylan is a registered trademark of Efi Liity and Company. 
Manufactured for VetUfe by Ivy Laboratories. 
Overland Park. KS 68214, USA 
VetLife and Ivy Laboratones am divisions of Ivy Animal Health, Inc. 
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-T-E-ES 
FOR STEERS FE0 IN 
CONFINEMENT FOR SLAUGHTER 

trenbolone acetate 80 mg and 
estradiol USP 16 mg 

For use with the COMPONENT One Gut?** 
For Use In Animals Only 

Each CARTRIDGE BELT holds 20 doses of CDblPONENT~ TE-I$ Implants. 
Each dose of 4 p@ets contains a to&J of 80 mg of trenbotone acetate”and 16 mg 
estradlol. COMPONENT@TE-tS Imp!qtsare recommended for use In steers fed 
in confinement for slaughter for INCR~SED RATE OF WEIGHT GAIN AND 
IMPROVED FEED EFFICIENCY. 

INDICATIONS FUR USE: This produd contains trenboldne acetate and estra. 
dial for increased rate of weight g@n and .improved feed efficiency in a slow- 
release delivery system. Do not uq In yeal calves. Effectiveness. and animal 
safety in veal calves have not been established. 

,.. ~, : 
DDSAGE: Admlnlster 1 implant par animal a.$cording to the following mstruciions. 

GENERAL INSTRUCTl0NS: Study the instructions which should be follOwed 
carefulty at ail times, avoiding short cirts. Skin infection can be avoided by prop- 

, eriy preparing implant site and Impkii%r. During fly season use fly repel&% on 
implant site. One designated team member should always de then implanting. 
Cleanliness of hands and inshuments IS important at all times. 

I feed or human iood. 

RESTRlCTEl2 DRUG - USE ONLY AS DIRECTED (CALIFORNIA) - 
FOR USE IN ANIMALS ONLY - NDT FOR HUMAN USE - 

KEEP OUT OF REACH OF CHILDREN 

IMPLANTING INSTRUCTIONS: 
Loading the Implanfer 
Load the impbanter folk~wing the instructions supplied with each implanter. 



Reslrafn the Animal 
Speed 01 Implantation as well as safety of 
handlers is best achieved by restraining 
animal in a squeeze chute using head 
restraint. When implanting homed cattle, 
better control is obtained with additional 
use of nose tongs. 

Prepare the implant Site 
Scrub the back side of the ear (impfant site) 
with a piece of clean absorbent cotton 
wfQch has been soaked wtth topical germi- 
cidal solution. Follow manufacturer’s direc- 
tions on germicide for correct strength and 
preparation ot solution. Avoid getting dism- 
fectanf in animal’s eyes. 

Where to implant 
The full contents of one cartridge cell 
should be iniplanted beneath the skin on 
the back side of the micfdie one-third of Ihe 
ear illustrated in the drawing. The implant 
must not be closer to the head thtln the 
e&e of the auncuiar cartliacte rina farfhest 
from the head. The location-for it%ertIoti of 
the needle is a point toward the tip of the ’ 
ear at least a needle length away ‘[pm the. 
intended deposition site. Avoid injuring the _ 
targe arteries, veins and cartilage o+the 
ear. , .I 

insert the Needle 
With one hand firmly grasp the ear: &ith - 
the other hand insert needle point through 
the skin and ease forward on a lateral 
plane until the entire length of the neisdfe is 
under the a;kln. ., 

implant the Pellets 
After inserting the needle fully in thf? c&reci implant posttion squeeze thb trfg- 
gar fully. As the needle is withdrawn from the, ear, the controlled-pressure 
plunger action properly deposits thd iiipi’pcnt in th6 needle track. Thi$ljrocedure 
should prevent breakage or crushing $ pellets d Otherwise forced into contact 
with tough fibrous-fffue undetfying @,ski?. The length and total contact area 
of a single dose are designed to permit absorption of the hormones after 
implantation to stimulate good weight gain. Broken or crushed pellets may intsr- 
fere with rates of gain. 

Clean the Needle 
Clean the impianter needlewith alcohol or a properly diluted germicidal solution 
prior to implanting the next animal. 

Storage Conditiona 
store in a refrigerator (2°80C; 36C-46GF) and protect from sunlight. Use before 
the expiration date printed on the toil pouch. 

ANADA 200-221, Approved by FDA . 

Manufactured by a non-eteriiiring process. 

‘U.S. Paient No, 4,531,938 
**U.S. Patent Nos. 4,7&?,515 and 5,522,797-Ivy Animal Health, Inc. 

COMPONENT and COMPONENT One Gun are registered trademarks 
of ivy Animal Heaith, Inc. 
Matiactured for VelLife by Ivy Laboratories l overland Pat% KS 66214, U$A 
VetLife and ivy Laboratories are diiiskx?s of Ivy Animal HeaBh, inc. 
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FOR STEERS FED IN 
CONFINEMENT FOR SLAUGHTER 

trenbolone acetate 80 tig and 
estradicl USP 16 mg with 
29 mg tylosin tartrate as a local antibacterial 

For use with the COMPONENT One Gun@*‘ 
For Use In Animals Only 

Each CARTRIDGE BELT holds 20 :d&e!+ef COMPONENT* TE-IS with Tylan 
Implants. Each dose of 5 pellets C&$&I of 4 pellets containing a total of 80 
mg of trenbolone acetate and 16 mg estr@Yiol plus 1 pellet containing 2El-mg 
tylosin tartqte as a local antibacterial.~ GOMPONENTA TE-IS Implants are 
recommended for use in s@em led &I confinement lor slaughter for 
INCREASED RATE OF WEIGHT GA#+AND IMPROVED FEED EFFICIENCY. 

INDICATIONS FOR USE: This pro&cb&ntains trenbolone acetate and e&a- 
did lor increased r&e of welghi gajii qr$lJ~~oved feed efficiency in a 610~. 
release delivery system. Do not use,& Meal calves. Effecth/eness and animal 
safety-in veal calves have not been est&llshe#. 

DOSAGE: Administer 1 implant per animal according fo the following in&ructions. 

GENERAL INSTRUCTIONS: SlGthe instructions which should be foiloweff 
carefully at all times, avoiding shod cuts. 
erly preparing implant site and Implanter. 

Sldn @fedion can ire avoided by prop- 
During fly season use fly repellent on 

implant site. One designated team member should always do the implanting. 
Cleanliness of hands and instruments i$ important at all times. 

WAdNfNG 
Not lo be used In animals Intended for subsequent breeding, or 

In dairy animals. Implant one’&& - 5 pellets (entire conkxxs 
of one cartridge cell) - in,tha ear subcutaneously. Any other 

site of implantation IS In violation of Federal Law. DO NOT 
attempt to salvage lmplantati& sje for animal feed or human food. 

A wllhdrawnl period has not besn establIshed for this product In 
pre;rumlnatlng calves. Do not use In calves to be processed for veal. 

RESTRICTED DRUG - IJgE’ Qf$lY AS DIRECTED (CALIFORNIA) - 
FOR USE IN ANIMALS ONLY - NOT’FOR HUMAN USE - 

KEEP OUT OF REACH OF CHILDREN 

IMPLANTING INSTRUCTIONS: 
Loadlng the Implanter 
Load the implanter following the instructions supplii with each implanter. 
I I I 



Restrain the Animal 
Speed of impfaniation as well as safety of 
handlers is best achieved by restrainfng 
animal in a squeeze chute using head 
restraint. When implanting homed cattle, 
belter control is obtained with additional 
use of nose tongs. 

Prepsre the Implant Site 
Scrub the backside of the ear {Implant site) 
with a piece of clean absorbent cotton 
which has been soaked with topical germi- 
&al solution. Follow manufacturer’s direc- 
tions on germicide for correct strength and 
preparation of salution. Avoid getting disin- 
fectant tn animal’s eyes. 

Where to Implant 
The full contents of one cartridge cell 
should be implanted beneath the skin on 
the back side of the middle one-third of the 
ear illustrated In the draw@ The itgplant 
must not be closer to the head tb? the, 
edge of the auticular cattilage ring farthest 1 
from the head. The location for insetipp elf 
the needle 16 a pomt toward the tipof.the 
ear at least a needle length away fray the ” 
intended deposition site. Avoid injuring the 
large arteries, veins and cartilage..&t~e 
ear. I 

Inssrt the Needle 
With one hand lirmiy grasp the ear. With 
the other hand insert needle point through 
the sidn and ease forward on a lateral 
plane until the entire length of the need4 is 
under the skin. 

Implant the Pellets 
, 

After ir%eAng the needie fulfy in the correct implant &Mtion squeeze the trig- 
ger fully. As the needle is withdrawn ,from the ear, the controlle&pressure 
plunger action pmperfy deposits the implant in the needle track. This prooedrrre 
should prevent breakage or crushing-otpellets ii otherwise forced into contact 
with tough fibrous-tissue underiyingthesfdn. The length and total contact area 
of a single doee are designed to f@untl absotptfon of &he hormones after 
implantation to stimulate good weight gain. Broken or crushed pellets may Infer- 
fere with rates of gain. 

Clean the Needle 
Clean the implanter needle with alcohul or a properly diluted gennicffl solution 
prior to implanting the next animal. ’ -. 

Storage Condltlone 
Store in a relrigeralor (2*-8X; 36’-48°F) and protect from sunlight. Uw before 
the expimtkm date printed on the foil pouch. 

ANADA 200-221, Approved by FDA 

Manufactured by a non-eterlllzlng process. 

“U.S. Patent NO. 4,531,938 
“*U.S. Patent Nos. 4,7&2,515 and 5,522,797-Ivy Animal Health, inc. 
COMPONENT TE-IS wtth Tylan Is covered by U.S. Patent No. 5,874,098 

COMPONENT and COMPONENT One Gun are registered trademarks 
of Ivy Animal He&h, It% 

Tylan IS a reglstersd trademark of Eli Llliy and Company. 
Manufactured for VetLIfe by Ivy Laboratoriw 
Overland Park, KS 66214, USA 
VetLile and Ivy Laboratorkx are dlvlslans of Ivy Animal Health, Inc, 
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FOR PASTURE CA-I-I-LE 
(slaughter, mocker, and feeder stew-e and heifers) 

trenbolone acetate 40 mg and 
estradiol USP 8 mg 

For use with the COMPONENT One Gut?* 
For Use In Animals Only 

Each CARTRIDGE EELT holds 20 doses of COMPONENT@ TE-G lmpl&36. 
Each dose consists of 2 pellets containing atotal of 40 mQ of trenbdlone ac6tate 
and 8 mg estradiil USP. ‘COMPONENl? T&G Implants are recommended for 
use In pastUr6 cattle (slaughter, &cker, ‘and feeder steer% and heifers) for 
INCREASED RATE OF WEIGHT @AIN.. .-. .* 
INDICATIONS FOR USHjE: This prod%3 &&ains irenbolone acetate and es&b 
diol in a slow-release delivery system whi$ increases ‘ate’” weight gain in 
pasture cattle {slaughter, stocker, at%fe”riCler steers and heifers]. Da not use in 
veal calves. Effectiveness and antmaI%afety in veal calves have not &en 
established. ‘% 

i : 
DOSAGE: Administer 1 implant pei:.aAlmat ac$ordinQ to &e ~following 
instructions. ;, . ..., 

GENERAL INSTRUCTIONS: Study the &ructions which should be followed 
carefully at all limes, avoiding shorl cuts. Ski mfeclion,can be avoided by prap- 
erty preparitIQ bnptant Site and implqterJ?uflnQ fty season use fty repelteti on 
implant site. One designated team member should always do the imprantfng. 
Cleanliness of hands and instruments i&important at all time&. 

A withdrawal perlod has not been establlshed for this product I 
pre-rumlnatlng calves. Do not use In calves to be processed tar vest. 

RESTRICTED DRUG - USE ONLY AS DIRECTED (CALIFdRN,tA) - 
FOR USE IN ANIMALS ONLY - NOT FOR HUMAN USE - 

KEEP OUT OF REACH OF CHILDREN 

IMPLANTING INSTRUCTIONS: 
Loadlng the lmplanter 
Load the fmplanter following the Instructions supplied with each implanter. 



Restrain the Animal 
Speed of implantation as well as safety of 
handlers is best achieved by restraining 
animal in a squeeze chute using head 
restraint. When implanting horned came, 
better controt is obtamed with addfttonal 
use of nose tongs. 

Prepare the Implant Site 
Scrub the backside of the ear (implant sfte) 
with a piece of clean absorbent cotton 
which has been soaked with topical oermi- 
cidai softmon. Follow rtw.nufact&r’s%treo 
tions on germicide for correct strength and 
preparation of solution. Avoid getting disin- 
fectant in animai’s eyes. 

Where to Implant 
The full contents of one cartridge cell 
should be implanted beneath the skfn on 
the back side of the mtddfe one-thlrd’bfthe 
ear as rllustrated in the drawin@’ The 
implant must not be closer to the h6&%6n 
the edge of the auricular cartilage’&$$far~ 
the6t from the head. The,locatfon fpr,ir@qr-;, 

cl 
..,_ . . 

tion of the needle is 8 point toward the tip 
of the ear at least a needle lengfh+way -: 
horn the intended depo$ition .si&r,.$$id, _ 
injuring the large arteries, veins and carh- 
kge of the ear. 

Insert the Needle 
/., I,, : 

Wiih one hand firmly grasp the ear, Wiih 
the other hand insert nsedle point through 
the sldn and ease forward on a lateral. 
plane until the entire length of the nesdtsra 
under the skin. /, ._. 

L ,.s,* _,. . 
Implant the Pellets 
After inserting the needle fully 61 the correct implant posittin, q.&ze the trfg- 
ger fully. As the needle fs withdr&%i fr’hi the ear,, the controlledrprsssure 
plunger action property deposits the Implant in theneedle t&k, Thts‘procedure 
should prevent breakage or crushing”of pellets’if‘otherti6e forced into contact 
with lough fibrous-ifssue underlying the skin. The length and total contact area 
of the 6ingledose are designed to p’ermit 6bsorptiin of the hormones after 
implantation to stimulate good weighf gziin. Broken Clr crushed pellet6 may intor- 
fere wifh rate6 of gain, 

Cleen the Needle 
Clean the implanter needle with alcohol or a properly diluted genlcikfal solution 
prior to implanting the n6$ animal. 

Storage Condltlons 
Store in a refrigerator (20-8%; 36”.46” F) and protect from suniiit. 
Use before the expiration date printed on foil pouch. 

ANADA 200-221, Approved by FDA 

Manutactured by a non-sterllldng process. 

‘U.S. Patent No. 4,531,933 
“‘U.S. Patent Nos, 4,762,515 and 5,522,797-Ivy Animal Health, Inc. 

~$C#FFON~~ krrd COMPONENT One Gun are regigtered trademarks of Ivy 

Manufactured for VetLIfe try fvy Laboratories. 
Overland Park, KS 66214, USA 
VetLife and Ivy Laboratones are divisions of Ivy Animal Heafth, Inc. 
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FOR PASTURE CATTLE 
(slaughter, stocker, teederr steers and heifers) 
trenbolone acetate 40 rnb 
and estradiol 8 mg with 
29 mg tylosin tartrate as a local antibkterial 

For use with the COMPONENT One GuiTY 
For Use In Animals Only 

Each CARTRIDGE BELT holds 20&& of CO,MPONENF TE-Q Implnts. 
Each dose of 3 pellets cwdsls of 2 p.elJ$s containing a total of JO mg of tren- 
bolons acetate and 8 mg estradioi+pll#+ &pellet containing 29 rrfg ty’tosin tartrate 
as a local antibacteriql. COMP(3NE.&TJE$ implants ars recommended for 
use in pasture cattle (slaughtdr, stockey; feeder steers and heifers) far 
INCREASED RATE OF WEIGHT GAIN. ’ 

tNDICATIONS FOR USE: This product’coi%ains trenbolone acetate and estra- 
cliol in a stow-release dettvery system y&ch it?zeas$s’rate of weight gait? in 
pasture cattle (slaughter, stocker, and feeder steers end heifer@. Do not 1~66 in 
veal cabes. EffetiWeness and ani&&ifety in w&l calves hav% no1 been 
established. 

I 
DOSAGE: Administer 1 Implant pdr lanimal according to ti?e following 
instructions. 

GENERAL INSTRUCTIONS: Study the’i%&u&tions which shoulb be followed 
carefully at all times, avoiding shoti cuts. Skln infection can be avoided by prop- 
erly preparing implant site and implantar.,DMng fly *ason*lse fly fspellent on 
Implant site. One designated team member shotid atways do the implanttng. 
Cleanliness of hands and instruments $ impot?ant at all times. 

wlthdrswal period has not been established tar thts product I 
pre-ruminating oalves. Do not ~$6 In calves to be processed for vsa 

RESTRIGTED DRUG - USE ONLY AS DIRECTED (CALtFORNtA) - 
FOR USE IN ANIMALS ONLY - ND7 FOR HUMAN USE - 

KEEP OUT OF REACH OF CHILDREN 

IMPLANTING INSTRUCTIONS: ’ 
Loadlng the Implanter 
Load the implanter following the instructions supplied with each implanter. 
I , I 



Restrain the Animal 
Speed of imptantation as well as safety of 
handlers is best achieved by restrainihg 
animal In a squeeze chute using head 
restraint. When Implanting homed cattle, 
better controt is obtained wtth additional 
use of nose tongs. 

Prepare the Implant Stte 
Scrub the back side of the ear (implant srte) 
with a piece of clean absorbent cotton 
which has been soaked with topical germi- 
cidal solution. Follow manufacturer’s direc- 
tions on germicide for correct strength and 
preparation of solution. Avoid getting disin- 
fectant in animal’s eyes. 

Where to Implant 
The full contents of one cartridge cell shot&l 
be in@antsd beneath the skin on thoback 
sde of the middle one-third of the ear as 
illustrated in the drawing. The implant must 
not be closer to the head than the edge of. 
the auricular cartilage ring farthest from the 
head. The location for insertion of the nee- 
ate IS a pornt toward IM tip af theear at 
least a needle iength away from the ihten& 
ed depasition site. Avoid Injuring the&rye 
arteries, veins and cartilage of the ear. 

Insert the Needle 
With one hand firmly grasp thej ear: With 
the other hand insert needle point through 
the sktn and ease forward on a lateral * 
plane until the entire length of the needfe is 
under the skin. L‘ 
implant the Pellets 
After insetting the needle fulty n thecorrect implant position, squeeze the trig- 
ger fully. As the needle is withdrawn from the ear, the controlled-pressure 
plunger action properly deposits the implant in the needle track. This procedure 
should prevent breakage or crushing of pellets if otherwise forced into contact 
wtth tough fibrous-tissue underlying the skin. The length and total contact area 
of the singte dose are designed to permit absorpfion of the hormones after 
implantation to stimulate good weight gain. Broken or crushed pelletsmay inter- 
fere with rates of gatn. 

Clean the Needle 
Clean the implanter need& with aioohot or a property diluted germicidal solution 
prior to implanting the next animal. 

Storage Condltlons 
Store in a refrigerator (2”-8%: 36%8-F) and protect from sunlight, 
Use before the expiration date printedson foil pouch. 

ANADA 200-221 

Manufactured by a non-sterlllzl’ng process. 
‘U.S. Patent NO. 4,531,833 
“U.S. Patent Nos. 4,762,515 and S,522,797 - Ivy Animal Health, Inc. 
COMPONENT TE-O with Dylan is covered by U.S. Patent No. 5,874,0$8 

COMPONENT and COMPONENT One Gun are registered 
trademarks of Ivy Animal Health, tnc. 
Tytan is a registered trademark of Eli Lilly and Company. 
Manufactured for VetLlfs by Ivy Laboratories. 
Overland Park, KS 66214, USA 
VetLtfe and Ivy Laboratories are divisions of Ivy Animal Heatth, Inc. 
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